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Device Trade Name: Clarren Helmet (Orthomerica) 

Common Name: Cranial Orthosis 

Classification Name: 
Product Code: MVA 

Cranial Orthosis (see 21 C.F.R. fj 882.5970) 

Device Description: The Clarren Helmet is a cranial orthosis that applies passive 
pressure to prominent regions of an infant’s cranium in order 
to improve cranial symmetry and/or shape in infants from 3 
to 18 months of age with moderate to severe nonsynostotic 
positional plagiocephaly. It consists of a polypropylene 
sheet, three-eights of an inch thick, which is vacuum formed 
over a plaster model of a baby’s head to produce a helmet. 
A liner for the helmet is made of Piastizote, one-fourth of an 
inch in thickness. Small holes are bored in the helmet for 
ventilation, and large holes for the child’s ears. A Velcro 



Intended Use: 

Performance Data: 

Conclusions: 
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chinstrap is attached to help keep the helmet in place on the 
baby’s head. It is manufactured from a positive model, 
obtained via traditional manual casting methods or a three- 
dimensional scan of the infant‘s head. 

The Clarren Helmet is a cranial orthosis that applies passive 
pressure to prominent regions of an infant’s cranium in order 
to improve cranial symmetry and/or shape in infants from 3 
to 18 months of age with moderate to severe nonsynostotic 
positional plagiocephaly, including infants with 
plagiocephalic, brachycephalic, and scaphocephalic- shaped 
heads. 

The Clarren Helmet (Orthomerica) - 
Clarren, Sterling, M.D., “Plagiocephaly and torticollis: 
Etiology, natural history, and helmet treatment,” Journal of 
Pediatrics, 98:l (92-95) (Jan. 1981); Clarren, et al., “Helmet 
treatment for plagiocephaly and congenital muscular 
torticollis,” Journal of Pediatrics, 94: I (43-46) (Jan. 1979). 

The STARscanner - 
The STARscanner has previously received FDA clearance 
when used in conjunction with Orthomerica’s STARband 
cranial remolding orthosis (KO1 1350). The performance 
data demonstrates that the proposed automation of 
measuring for and carving a positive mold of the patient’s 
head yields more accurate results than the manual process 
used for the predicate device. Specific inTormation regarding 
the STARscanner is attached at Appendix D. 

The Clarren Helmet (Orthomerica) is safe and effective and 
identical to the Clarren Helmet (Children’s Hospital). FDA 
has already reviewed and cleared the Clarren Helmet 
(Children’s Hospital) based on performance data. FDA has 
also approved the use of the STARscanner in the fabrication 
of other cranial orthoses. Therefore, use of the scanner to 
fabricate the Clarren Helmet (Orthomerica) at Orthomerica’s 
fabrication facility in Orlando, Florida raises no new issues of 
safety and effectiveness. 

Based on the foregoing and other information in this 
application, Orthomerica Products, Inc. believes that the 
performance data provide reasonable assurance of the 
safety and effectiveness of the Clarren Helmet (Orthomerica) 
for its proposed indications for use. Further, the Clarren 
Helmet (Orthomerica) is substantially equivalent to its 



Ci'anii Helmet and 
STARswnner" 

claimed predicate, the Clarren Helmet (Children's Hospital) 
under conditions of intended use. 





http://www.fda.gov/cdrh/dsma/dsmamain.html
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Device Name: 

Indications For Use: 
- 

Indications for Use: The Clarren Helmet is a cranial orthosis that applies-passive 
pressure to prominent regions of an infant's cranium in order to improve cranial 
symmetry and/or shape in infants from 3 to I 8  months of age with moderate to severe 
nonsynostotic positional plagiocephaly, including infants with plagiocephalic, 
brachycephalic, and scaphocephalic- shaped heads. 
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